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§866.1645 Fully automated short-term
incubation cycle antimicrobial sus-
ceptibility system.

(a) Identification. A fully automated
short-term incubation cycle anti-
microbial susceptibility system is a de-
vice that incorporates concentrations
of antimicrobial agents into a system
for the purpose of determining in vitro
susceptibility of bacterial pathogens
isolated from clinical specimens. Test
results obtained from short-term (less
than 16 hours) incubation are used to
determine the antimicrobial agent of
choice to treat bacterial diseases.

(b) Classification. Class II (special
controls). The special control for this
device is FDA’s guidance document en-
titled ‘“‘Class II Special Controls Guid-
ance Document: Antimicrobial Suscep-
tibility Test (AST) Systems; Guidance
for Industry and FDA.”

[68 FR 5827, Feb. 5, 2003]

§866.1700 Culture medium for anti-
microbial susceptibility tests.

(a) Identification. A culture medium
for antimicrobial susceptibility tests is
a device intended for medical purposes
that consists of any medium capable of
supporting the growth of many of the
bacterial pathogens that are subject to
antimicrobial susceptibility tests. The
medium should be free of components
known to be antagonistic to the com-
mon agents for which susceptibility
tests are performed in the treatment of
disease.

(b) Classification. Class II (perform-
ance standards).

Subpart C—Microbiology Devices

§866.2050 Staphylococcal
bacteriophage.

typing

(a) Identification. A staphylococcal
typing bacteriophage is a device con-
sisting of a bacterial virus intended for
medical purposes to identify patho-
genic staphylococcal bacteria through
use of the bacteria’s susceptibility to
destruction by the virus. Test results
are used principally for the collection
of epidemiological information.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in

§866.2170

subpart E of part 807 of this chapter
subject to the limitations in §866.9.

[47 FR 50823, Nov. 9, 1982, as amended at 54
FR 25045, June 12, 1989; 66 FR 38790, July 25,
2001]

§866.2120 Anaerobic chamber.

(a) Identification. An anaerobic cham-
ber is a device intended for medical
purposes to maintain an anaerobic (ox-
ygen free) environment. It is used to
isolate and cultivate anaerobic micro-
organisms.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
subject to the limitations in §866.9. The
device is also exempt from the good
manufacturing practice regulations in
part 820 of this chapter, with the excep-
tion of §820.180, with respect to general
requirements concerning records, and
§820.198, with respect to complaint
files.

[47 FR 50823, Nov. 9, 1982, as amended at 66
FR 38790, July 25, 2001]

§866.2160 Coagulase plasma.

(a) Identification. Coagulase plasma is
a device that consists of freeze-dried
animal or human plasma that is in-
tended for medical purposes to perform
coagulase tests primarily on staphy-
lococcal bacteria. When reconstituted,
the fluid plasma is clotted by the ac-
tion of the enzyme coagulase which is
produced by pathogenic staphylococci.
Test results are used primarily as an
aid in the diagnosis of disease caused
by pathogenic bacteria belonging to
the genus Staphylococcus and provide
epidemiological information on disease
caused by these microorganisms.

(b) Classification. Class I (general con-
trols). The device is exempt from the
premarket notification procedures in
subpart E of part 807 of this chapter
subject to the limitations in §866.9.

[47 FR 50823, Nov. 9, 1982, as amended at 61
FR 1119, Jan. 16, 1996; 66 FR 38790, July 25,
2001]

§866.2170

(a) Identification. An automated col-
ony counter is a mechanical device in-
tended for medical purposes to deter-
mine the number of bacterial colonies

Automated colony counter.
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